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Dear Ms. Vela: 
 
I am the Director of the Center for Food Safety and Applied Nutrition (“CFSAN”) at the United 
States Food and Drug Administration (“FDA”).  I write on behalf of FDA in support of the Office 
of Environmental Health Hazard Assessment (“OEHHA”) proposed regulation, 27 Cal. Code. Reg. 
§ 25704.  The proposed regulation would, in effect, provide that the presence of acrylamide in 
coffee that is formed during the roasting of coffee beans does not require coffee manufacturers and 
sellers to provide consumers with a Proposition 65 cancer warning.  As is discussed in more detail 
below, FDA strongly encourages OEHHA to adopt the proposed regulation because the most 
current research on coffee and cancer does not support a Proposition 65 cancer warning for coffee 
and such a warning could therefore be misleading to consumers.  I also note that FDA has 
previously expressed concerns about Proposition 65 cancer warnings for foods when those 
warnings are based on the presence of acrylamide.   
 
 
A. Background on Proposition 65. 
 
As you know, the California Safe Drinking Water and Toxic Enforcement Act of 1986 (commonly 
referred to as “Proposition 65”), requires the Governor to publish and update annually “a list of 
those chemicals known to the state to cause cancer.”  Cal. Health & Safety Code § 25249.8(a).  
This “list must include not only those chemicals that are known to cause cancer in humans, but 
also those that are known to cause cancer in experimental animals.”  Baxter Healthcare Corp. v. 
Denton, 120 Cal. App. 4th 333, 345 (2004) (citing AFL-CIO v. Deukmejian, 212 Cal. App. 3d. 425 
(1989)).1   
 
Proposition 65 prohibits businesses from exposing any individual to a chemical known to the state 

                                                           
1 Proposition 65 also applies to chemicals known to the state to cause reproductive toxicity.  Neither the proposed 
regulation nor this letter address reproductive toxicity.  










